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DETAILED ACTION 
Priority 

1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file: GB 0403335.3, filed in Great Britain on February 14, 
2004. 

Claim Rejections - 35 USC §103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claims 1-3, 8-14, 17-19, 21-28, 30, and 31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Jangula (US 2005/0171484), and further in view of Sempere (EP 409180 Al). 

In regards to claims 1-3, 11, 12, 18, and 19, Jangula teaches a handling device (Figures 2- 
4) for use with a medical injector (syringe [90]) having a cylindrical body provided with a boss 
at the forward end thereof supporting a forwardly-projecting needle furnished with a protective 
sheath (needle cap [92]), which device comprises: 

a. a carrier [10] having an outer cylindrical wall and co-axial therewith an inner 

tube (spring nut [52]) which is a close sliding fit over the protective sheath [92] of a 

needle (Figure 4) 
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b. a cylindrical sleeve (bushing [46]) slidably mounted within the outer cylindrical 
wall of the carrier [10], the rear end of the sleeve [46] being adapted to receive the 
cylindrical body of the injector [90] 

c. a bushing (cap [30] and adaptor [40]) slidably located within the cylindrical 
sleeve [46], which bushing [30] [40] is retained within the sleeve [46] and defines a bore 
(openings [33] [44]) for receiving the boss at the forward end of the injector body [90] 

d. spring means on the inner tube (spring nut [52]) urging the bushing [30] [40] 
towards the rear end of the sleeve [46] (paragraph [0027]) 

e. a plug (body [12]) slidably mounted on the carrier [10] and projectable from the 
forward end thereof, the forward end of the protective sheath [92] of a received injector 
[90] engaging the plug [12] (Figure 4) 

f. whereby in use the device (Figures 2-4) is fitted to the forward end of an injector 
[90] by receiving the injector cylindrical body in the sleeve [46] and the boss in the bore 
[33][44] of the bushing [30][40], the sheath [92] then coupling to the inner tube [52] of 
the carrier [10] and the forward end of the sheath [52] engaging the plug [12] so pushing 
the plug [12] forwardly with respect to the carrier [10] to project therefrom, and on 
subsequent withdrawal of the carrier [10] from the injector [90], the sheath [92] remains 
within the carrier [10] (paragraph [0028]) 

Jangula does not teach that on subsequent withdrawal of the carrier [10] from the injector [90], 
the bushing [30] [40] and sleeve [46] remain on the injector. Sempere teaches a handling device 
(Figures 1-6) that is connected to a medical injector (syringe [4]) in which on withdrawal of a 
carrier (external cover [9]) of the device, a bushing (body [2]) and sleeve (body [1]) of the device 
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remain on the injector [4]. It would have been obvious to a person having ordinary skill in the art 
at the time the invention was made to modify the bushing and sleeve of the device of Jangula to 
remain upon the injector upon withdrawal of the carrier, as taught by Sempere, as the needle of 
the injector, subsequent to removal of the sheath from the needle, will be protected by the 
shielding effect of the bushing and sleeve upon the injector (Figure 1), before and after the 
injector is used (column 1, lines 4-12). 

From Applicant's specification (page 8, line 15), the spring means is performed by a 
helical compression spring [29]. 

In regards to claim 8, in a modified device of Jangula and Sempere, Jangula teaches that 
the plug [12] has an enlarged head (leg [16]) at its forward end which lies externally of the 
carrier [10] (Figure 4). 

In regards to claim 13, in a modified device of Jangula and Sempere, Jangula teaches that 
the plug [12] has a rearwardly-facing socket (cavity [25] ) within which the forward end of the 
needle sheath [92] of an injector [90] is receivable (Figures 2-5). 

In regards to claim 17, in a modified device of Jangula and Sempere, Jangula is silent 
about whether the plug [12] is of a contrasting color to that of the carrier [10]. At the time the 
invention was made, it would have been an obvious matter of design choice to a person of 
ordinary skill in the art to modify the plug with a contrasting color to that of the carrier because 
Applicant has not disclosed that contrasting colors provide an advantage, are used for a particular 
purpose, or solve a stated problem. One of ordinary skill in the art, furthermore, would have 
expected Applicant's invention to perform equally well with the plug and the carrier being the 
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same color because regardless of color, the plug will still perform the function of closing the 
open forward end of the device. Therefore, it would have been an obvious matter of design 
choice to modify Jangula, in a modified device of Jangula and Sempere, to obtain the invention 
as specified in claim 17. 

In regards to claim 21-23, 26, 27, 30, and 31, Jangula teaches a handling device (Figures 
2-4) for use with a medical injector (syringe [90]) having a cylindrical body provided with a boss 
at the forward end thereof supporting a forwardly-projecting needle furnished with a protective 
sheath (needle cap [92]), which device comprises: 

a. a carrier [10] having an outer cylindrical wall and co-axial therewith an inner 
tube (spring nut [52]) which is a close sliding fit over the protective sheath [92] of a 
needle (Figure 4) 

b. a cylindrical sleeve (bushing [46]) slidably mounted within the outer cylindrical 
wall of the carrier [10], the rear end of the sleeve [46] being adapted to receive the 
cylindrical body of the injector [90] 

c. a bushing (cap [30] and adaptor [40]) slidably located within the cylindrical 
sleeve [46], which bushing [30] [40] is retained within the sleeve [46] and defines a bore 
(openings [33] [44]) for receiving the boss at the forward end of the injector body [90] 

d. spring means on the inner tube (spring nut [52]) urging the bushing [30] [40] 
towards the rear end of the sleeve [46] (paragraph [0027]) 

e. whereby in use the device (Figures 2-4) is fitted to the forward end of an injector 
[90] by receiving the injector cylindrical body in the sleeve [46] and the boss in the bore 
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[33][44] of the bushing [30][40], the sheath [92] then coupling to the inner tube [52] of 

the carrier [10], and on subsequent withdrawal of the carrier [10] from the injector [90], 

the sheath [92] remains within the carrier [10] (paragraph [0028]) 
Jangula does not teach that on subsequent withdrawal of the carrier [10] from the injector [90], 
the bushing [30] [40] and sleeve [46] remain on the injector. Sempere teaches a handling device 
(Figures 1-6) that is connected to a medical injector (syringe [4]) in which on withdrawal of a 
carrier (external cover [9]) of the device, a bushing (body [2]) and sleeve (body [1]) of the device 
remain on the injector [4]. It would have been obvious to a person having ordinary skill in the art 
at the time the invention was made to modify the bushing and sleeve of the device of Jangula to 
remain upon the injector upon withdrawal of the carrier, as taught by Sempere, as the needle of 
the injector, subsequent to removal of the sheath from the needle, will be protected by the 
shielding effect of the bushing and sleeve upon the injector (Figure 1), before and after the 
injector is used (column 1, lines 4-12). 

From Applicant's specification (page 8, line 15), the spring means is performed by a 
helical compression spring [29]. 

In regards to claims 9, 10, 24, and 25, in a modified device of Jangula and Sempere, 
Jangula teaches that the rear end of the sleeve [46] has an internal profile which includes one or 
more radially-inwardly directed nibs (inward extending stop surfaces [48] with which the 
bushing [30] [40] is engageable (Figure 4). 

In regards to claims 14 and 28, in a modified device of Jangula and Sempere, Jangula 
does not teach that the spring means is a helical compression spring, as Jangula teaches that the 
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inner tube (spring nut [52]) itself urges the bushing [30] [40] towards the rear end of the sleeve 
[46] (paragraph [0027]). Sempere teaches that a helical compression spring (compression spring 
[8] located within the sleeve (body [1]) acts between the sleeve [1] and the bushing (body [2]) 
(Figures 1-3). It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to substitute the spring action of the inner tube of the modified device of 
Jangula and Sempere with the helical compression spring, as taught by Sempere, as the spring 
will cause the bushing to be forwardly displaced with respect to the sleeve to provide a shielding 
effect to the needle, before and after the injector is used (column 2, lines 38-54). 

4. Claims 4-7 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Jangula and Sempere, as applied to claims 1 and 2 above, and further in view of Brunnberg et al 
(US 2006/0100588). 

In regards to claims 4-7 and 16, in a modified device of Jangula and Sempere, Jangula 
does not teach that the plug [12] is supported within the carrier [10] or located inside of the 
carrier, as Jangula teaches that the plug is supported outside of the carrier (Figure 4). Brunnberg 
et al teaches a handling device (Figure 3, device [10]) wherein a plug (push button [54]) is 
slidably supported within a carrier (housing [12])(paragraph [0040]). It would have been obvious 
to a person having ordinary skill in the art at the time the invention was made to substitute the 
plug, in the modified handling device of Jangula and Sempere, with the plug, as taught by 
Brunnberg et al, as such will enable the plug to function as a push button to eject the needle 
sheath from the device (paragraph [0044]) and back onto the needle of the injector after use of 
the injector in order to prevent contamination of the environment by the used needle. 
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5. Claims 15 and 29 rejected under 35 U.S.C. 103(a) as being unpatentable over Jangula and 
Sempere, as applied to claims 1 and 21 above, and further in view of Pizzino (US 4,702,737). 

In regards to claims 15 and 29, in a modified device of Jangula and Sempere, Jangula is 
silent about whether the boss of the injector [90] is externally screw-threaded, for use with a 
needle having a hub with an internally-threaded socket co-operable with the threads of the boss. 
Pizzino teaches an injector (Figure 1, syringe [10]) having a boss (externally screw threaded 
tubular conduit [46]) with external screw threads that are co-operable with the internal screw 
threads of a hub (internally screw threaded hub [52]) of a needle [48]. It would have been 
obvious to a person having ordinary skill in the art at the time the invention was made to modify 
the boss and needle hub, of the injector of the modified device of Jangula and Sempere, with 
threads, as taught by Pizzino, as such will provide a means for the attachment of a needle to an 
injector and will provide a means to prevent re-use of a needle as a new needle will be screwed 
onto the injector for every use of the injector (column 2, lines 63-68 to column 3, lines 1-8). 

6. Claims 20 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable over Jangula 
and Sempere, as applied to claims 1 and 21 above, and further in view of Brunnberg et al and 
Pizzino. 

In regards to claim 20, with a modified device of Jangula and Sempere, Jangula teaches a 
method of using a handling device, as claimed in claim 1, with a medical injector [90] having a 
cylindrical body provided with a boss at the forward end thereof for supporting a needle/needle 
hub and a needle sheath [92] surrounding and protecting the needle, comprising the steps of: 
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a. pushing the carrier [10] on to the forward end of the injector [90] so that the 
injector body is slidably received in the cylindrical sleeve [46], the boss carrying the 
needle hub is received in the bore [33][44] of the bushing [30][40], the sheath [92] is 
coupled to the inner tube [52], and the sheath [92] engages the plug [12] and pushes the 
plug [12] forwardly to project from the carrier [10] (paragraphs [0027][0028]) 

b. pulling the carrier [10] away from the cylindrical body of the injector [90] with 
the sheath [92] retained within the inner tube [52] (paragraph [0028]) 

and following the performance of an injection: 

a. pushing the carrier [10] once more on to the forward end of the injector [90] and 

refitting the sheath [92] on to the needle (paragraph [0028]) 
Jangula does not teach that the injector [90] has an externally threaded boss for supporting the 
internal threads of a needle hub of a needle. Pizzino teaches an injector (Figure 1, syringe [10]) 
having a boss (externally screw threaded tubular conduit [46]) with external screw threads that 
are co-operable with the internal screw threads of a hub (internally screw threaded hub [52]) of a 
needle [48]. It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to modify the boss and needle hub, of the injector of the modified device 
of Jangula and Sempere, with threads, as taught by Pizzino, as such will provide a means for the 
attachment of a needle to an injector and will provide a means to prevent re-use of a needle as a 
new needle will be screwed onto the injector for every use of the injector (column 2, lines 63-68 
to column 3, lines 1-8). 

Jangula does not teach that on subsequent withdrawal of the carrier [10] from the injector 
[90], the bushing [30] [40] and sleeve [46] remain on the injector. Sempere teaches a handling 
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device (Figures 1-6) that is connected to a medical injector (syringe [4]) in which on withdrawal 
of a carrier (external cover [9]) of the device, a bushing (body [2]) and sleeve (body [1]) of the 
device remain on the injector [4]. It would have been obvious to a person having ordinary skill in 
the art at the time the invention was made to modify the bushing and sleeve, of the modified 
device and method of Jangula and Sempere, to remain upon the injector upon withdrawal of the 
carrier, as taught by Sempere, as the needle of the injector, subsequent to removal of the sheath 
from the needle, will be protected by the shielding effect of the bushing and sleeve upon the 
injector (Figure 1), before and after the injector is used (column 1, lines 4-12). 

Jangula does not teach rotating the carrier to detach the needle hub from the boss and 
freeing the carrier from the injector body with the needle and sheath carried therewithin and 
pressing the projecting plug back into the carrier, so driving the sheathed needle out of the 
handling device. Brunnberg et al a handling device [10] for an injector, wherein the carrier of the 
handling device [10] is rotated to detach a needle hub from an injector (paragraph [0043]) and a 
projecting plug [54] is pressed back into the carrier to drive the sheathed needle out of the 
handling device (paragraph [0044]). It would have been obvious to a person having ordinary skill 
in the art at the time the invention was made to incorporate steps of detaching the needle from 
the injector and disposing of the needle from the handling device, as taught by Brunnberg et al, 
into the modified device and method of Jangula and Sempere, as such will provide means for 
preventing the re-use of a used needle and will prevent contamination to the environment by a 
used needle. 
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In regards to claim 32, with a modified device of Jangula and Sempere, Jangula teaches a 
method of using a handling device, as claimed in claim 21, with a medical injector [90] having a 
cylindrical body provided with a boss at the forward end thereof for supporting a needle/needle 
hub and a needle sheath [92] surrounding and protecting the needle, comprising the steps of: 

a. pushing the carrier [10] on to the forward end of the injector [90] so that the 
injector body is slidably received in the cylindrical sleeve [46], the boss carrying the 
needle hub is received in the bore [33][44] of the bushing [30][40], the sheath [92] is 
coupled to the inner tube [52], and the sheath [92] engages the plug [12] and pushes the 
plug [12] forwardly to project from the carrier [10] (paragraphs [0027] [0028]) 

b. pulling the carrier [10] away from the cylindrical body of the injector [90] with 
the sheath [92] retained within the inner tube [52] (paragraph [0028]) 

and following the performance of an injection: 

a. pushing the carrier [10] once more on to the forward end of the injector [90] and 

refitting the sheath [92] on to the needle (paragraph [0028]) 
Jangula does not teach that the injector [90] has an externally threaded boss for supporting the 
internal threads of a needle hub of a needle. Pizzino teaches an injector (Figure 1, syringe [10]) 
having a boss (externally screw threaded tubular conduit [46]) with external screw threads that 
are co-operable with the internal screw threads of a hub (internally screw threaded hub [52]) of a 
needle [48]. It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to modify the boss and needle hub, of the injector of the modified device 
of Jangula and Sempere, with threads, as taught by Pizzino, as such will provide a means for the 
attachment of a needle to an injector and will provide a means to prevent re-use of a needle as a 
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new needle will be screwed onto the injector for every use of the injector (column 2, lines 63-68 
to column 3, lines 1-8). 

Jangula does not teach that on subsequent withdrawal of the carrier [10] from the injector 
[90], the bushing [30] [40] and sleeve [46] remain on the injector. Sempere teaches a handling 
device (Figures 1-6) that is connected to a medical injector (syringe [4]) in which on withdrawal 
of a carrier (external cover [9]) of the device, a bushing (body [2]) and sleeve (body [1]) of the 
device remain on the injector [4]. It would have been obvious to a person having ordinary skill in 
the art at the time the invention was made to modify the bushing and sleeve, of the modified 
device and method of Jangula and Sempere, to remain upon the injector upon withdrawal of the 
carrier, as taught by Sempere, as the needle of the injector, subsequent to removal of the sheath 
from the needle, will be protected by the shielding effect of the bushing and sleeve upon the 
injector (Figure 1), before and after the injector is used (column 1, lines 4-12). 

Jangula does not teach rotating the carrier to detach the needle hub from the boss and 
freeing the carrier from the injector body with the needle and sheath carried therewithin for 
disposal. Brunnberg et al a handling device [10] for an injector, wherein the carrier of the 
handling device [10] is rotated to detach a needle hub from an injector (paragraphs 
[0043][0044]). It would have been obvious to a person having ordinary skill in the art at the time 
the invention was made to incorporate a step of detaching the needle from the injector for 
disposal, as taught by Brunnberg et al, into the modified device and method of Jangula and 
Sempere, as such will provide means for preventing the re-use of a used needle and will prevent 
contamination to the environment by a used needle. 
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Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure: Freundlich et al (US 5,067,949), Barrelle (US 6,776,777), and Steiner et al (US 
4,955,865). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHEFALI D. PATEL whose telephone number is (571) 270- 
3645. The examiner can normally be reached on Monday through Thursday from 8am-5pm 
Eastern time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin C. Sirmons can be reached on (571) 272-4965. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Shefali D Patel/ 
Examiner, Art Unit 3767 
07/22/2008 
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Supervisory Patent Examiner, Art Unit 3767 



